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	Section 1.
Adults who have impaired decision-making capacity may be involved in research if all of 

the following criteria are met:
	Yes
	No

	1. Only incompetent persons or persons with impaired decision-making capacity are suitable as subjects;
Explain:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Competent persons are not suitable for the proposed research; 

Explain:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. The investigator must demonstrate to the IRB that there is a compelling reason to include incompetent individuals or persons with impaired decision-making capacity as subjects:
	
	

	a. Incompetent persons or persons with impaired decision-making capacity are not being proposed as subjects simply because they are readily available; 

Explain:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. The proposed research entails no significant risks, tangible or intangible, or if the research presents some probability of harm, there must be at least a greater probability of direct benefit to the subject;

Explain:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. The research does not impose a risk of injury, unless the research is intended to benefit that subject and the probability of benefit is greater than the probability of harm.

Explain:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Procedures have been devised to ensure that subjects’ legally authorized representatives are well informed regarding their roles and obligations to protect incompetent subjects or persons with impaired decision-making capacity.

Explain:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Procedures are devised to ensure that subjects’ legally authorized representatives are well-informed regarding their roles and obligations to protect incompetent participants or persons with impaired decision-making capacity.

Explain:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Legally authorized representatives are told that their obligation is to try to determine what the prospective subject would do if competent, or if the prospective subject’s wishes could not be determined, what they think is in the incompetent person’s best interest.

Explain:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Section 2 - For this research to be approved, all of the following questions must be answered:
	Yes
	No

	6. What are the procedures proposed for evaluating the mental status of prospective subjects to determine whether they are capable of consenting?
Explain:       

	
	

	7. Is it reasonable to expect that, during the course of the study, subjects may lose their capacity to consent or their ability to withdraw?

 FORMCHECKBOX 
 Yes   If yes, what provisions have been made to protect the subject's rights (e.g., consenting a              caregiver, as well as the subject, etc.)? 

Explain:       
 FORMCHECKBOX 
 No     If no, skip to 8.
	
	

	8. How will the Principal Investigator identify persons authorized to give legally valid consent on behalf of any person(s) judged incapable of consenting on their own behalf to participate in research?
Explain:       
	
	

	9. Is the Principal Investigator planning on obtaining the legal documentation of the person(s) legally authorized to give legal consent on behalf of the person?

 FORMCHECKBOX 
 Yes     If yes, explain how it was determined that the person is authorized to provide consent for research under State Law:      
 FORMCHECKBOX 
 No       If no, explain:      
	
	

	10. The autonomy of the individual with impaired decision-making capacity should be respected. What are the plans for obtaining assent to participate in the research?
Explain:       
	
	

	11. Will the subject’s decision to withdraw from the study at any time be honored? 

 FORMCHECKBOX 
 Yes     If yes, explain:      
 FORMCHECKBOX 
 No       If no, explain:      
	
	

	12. Is the research likely to interfere with ongoing therapy or regimens?

 FORMCHECKBOX 
 Yes     If yes, explain:      
 FORMCHECKBOX 
 No       If no, explain:      
	
	

	13. Are additional safeguards needed to protect the subject’s rights and welfare?
 FORMCHECKBOX 
 Yes     If yes, describe the additional safeguards included in the protocol to protect the rights and welfare of the population:      
 FORMCHECKBOX 
 No       If no, explain:      
	
	


	
	Were the 32 CFR 219.111 criteria for approval met?
	YES
	NO

	1.
	Risks to subjects are minimized:

· By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and

· Whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.
	
	

	
	
	
	

	2.
	Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result.
	
	

	3.
	Selection of subjects is equitable.
	
	

	4.
	Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by 

32CFR219.116?

· If no, has a Waiver of Informed Consent approved by the IRB?
	
	

	
	
	
	

	5.
	Informed consent will be appropriately documented, in accordance with, and to the extent required by 32 CFR 219.117?

· If no, has a Waiver of Documentation of Informed Consent approved by the IRB?
	
	

	
	
	
	

	6.
	When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.
	
	

	7.
	When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
	
	

	8.
	Are there adequate protections for the confidentiality of data?
	
	

	9.
	When some or all of the subjects are likely to be vulnerable to coercion or undue influence, additional safeguards have been included in the study to protect the rights and welfare of these subjects. 

(Applicable if study involves pregnant women/fetuses, children, prisoners, mentally disabled persons, economically/educationally disadvantaged persons, deployed active duty personnel.)
	
	


Reviewer Comments:

     
Signature of Reviewer








Date of Review
 FORMCHECKBOX 
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